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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 

Receipt is acknowledged of Applicant's Restriction Requirement Response filed 
on 01/26/2009; and Information Disclosure Statements filed on 01/17/207 and 
08/23/2006. 

• Claims 1-20 are pending in the instant application. 

• Claims 15-20 are withdrawn from consideration. 



Election/Restrictions 

Applicant's election without traverse of Group I (claims 1-14) and specie election 
of "hypertension" in the reply filed on 01/26/2009 is acknowledged. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-14 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over copending Application 
No. 11/153,728; 11/119,273; and 11/219,273. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the copending 
applications recite a solid oral dosage comprising a therapeutic aliskiren (see 
10/153,728 at claim 1) in the form of a hemi-fumarate (see claim 2), wherein the dosage 
form further comprises a filler (see claim 3), such as microcrystalline cellulose (see 
claim 4), a disintegrant (see claim 5), a lubricant, (see claim 6), a glidant (see claim 7), 
and a binder (see claim 8), wherein the amount of aliskiren is about 83 to 332 mg per 
unit dosage form (see claim 2, 1 9, 21 , and 23). 

The copending applications do not specifically teach adding the ingredients in the 
amounts as claimed by Applicant. The amount of a specific ingredient in a composition 
is clearly a result effective parameter that a person of ordinary skill in the art would 
routinely optimize. Optimization of parameters is a routine practice that would be 
obvious for a person of ordinary skill in the art to employ and reasonably would expect 
success. It would have been customary for an artisan of ordinary skill to determine the 
optimal amount of each ingredient to add in order to best achieve the desired results, 
such as dosage strength and amount of dosage release. Thus, absent some 
demonstration of unexpected results from the claimed parameters, this optimization of 
ingredient amount would have been obvious at the time of Applicant's invention. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 6 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 6 is rendered indefinite by using the term "about 83, 
about 166 or about 332mg"; the different amounts should be placed in dependent 
claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-14 are rejected under 35 U.S.C. 102(a,e) as being anticipated by 
WEBB (US 2003/0114389). 
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Applicant's claims are directed to a composition comprising of: about 83 mg of 
aliskiren in the hemi-fumarate salt form; a filler, such as microcrystalline; disintegrant; 
lubricant; glidant; binder; and a film-coating. Additional limitation includes: 46-60% of 
aliskiren. 

WEBB teaches a composition comprised of: 100mg (see [0077]), which 
reasonably reads on about 83 mg, of formula I (see [0001]), which is aliskiren, in the 
hemi-fumarate salt form (see [0077]); a filler, such as microcrystalline (see [0079]); a 
disintegrant, such as sodium carboxymethyl starch (see [0077]); a lubricant, such as 
magnesium stearate (see [0077]); a glidant, such as colloidal silicic acid (see [0077]); a 
binder, such as corn starch (see [0077]); and a film-coating (see [0076]). Additional 
disclosure includes: about 1-80% of the active compound (see [0067]); and 45.5% of 
aliskiren (see example in [0077]). 

Note, with regard to claim 13, this claim recites a composition, and the intended 
use recited in the preamble would reasonably appear not to be a claim limitation. "If the 
claim preamble, when read in the context of the entire claim, recites limitations of the 
claim, or, if the claim preamble is 'necessary to give life, meaning, and vitality' to the 
claim, then the claim preamble should be construed as if in the balance of the claim... If, 
however, the body of the claim fully and intrinsically sets forth the complete invention, 
including all of its limitations, and the preamble offers no distinct definition of any of the 
claimed invention's limitations, but rather merely states, for example, the purpose or 
intended use of the invention, then the preamble is of no significance to claim 
construction because it cannot be said to constitute or explain a claim limitation." Pitney 
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Bowes, Inc. v. Hewlett Packard Co., 182 F.3d 1298, 1305, 51 USPQ2d 1161, 1165-66 
(Fed. Cir. 1999). Thus, the intended use of treating hypertension in the composition 
claims is met by the prior art, because the prior art compositions would be at least 
capable of performing said use. 
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Telephonic Inquiries 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAKE M. VU whose telephone number is (571)272- 
8148. The examiner can normally be reached on Mon-Tue and Thu-Fri 8:30AM- 
5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jake M. Vu/ 

Patent Examiner, Art Unit 1618 



